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(57) ABSTRACT

A device and method for delivering electrical stimulation to
the heart 1n order to improve cardiac function in heart failure
patients. The stimulation 1s delivered as high-output pacing in
which the stimulation 1s excitatory and also of suificient
energy to augment myocardial contractility. In order to pro-
vide a consistent hemodynamic response, the high-output
pacing 1s optimized by delivering 1t using different parameter
sets, evaluating the hemodynamic response thereto as
reflected by one or more measured physiological variables,
and selecting the parameter set with the best hemodynamic
response.
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CLOSED-LOOP CONTROL OF
INTERMITTENT EXCITATORY CARDIAC
STIMULATION FOR THERAPEUTIC EFFECT

FIELD OF THE INVENTION

This mvention pertains to apparatus and methods for the
treatment of heart disease and to devices providing electro-
stimulation to the heart such as cardiac pacemakers.

BACKGROUND

Heart failure (HF) 1s a debilitating disease that refers to a
climical syndrome in which an abnormality of cardiac func-
tion causes a below normal cardiac output that can fall below
a level adequate to meet the metabolic demand of peripheral
tissues. Heart failure can be due to a variety of etiologies with
1schemic heart disease being the most common. Heart failure
1s usually treated with a drug regimen designed to augment
cardiac function and/or relieve congestive symptoms.

Electrostimulation of the ventricles can also be useful in
treating heart failure. It has been shown that some heart fail-
ure patients suifer from intraventricular and/or interventricu-
lar conduction defects (e.g., bundle branch blocks) such that
their cardiac outputs can be increased by improving the syn-
chronization of ventricular contractions with electrical stimu-
lation. In order to treat these problems, implantable cardiac
devices have been developed that provide appropriately timed
clectrical stimulation to one or more heart chambers 1 an
attempt to improve the coordination of atrial and/or ventricu-
lar contractions, termed cardiac resynchronization therapy
(CRT). Ventricular resynchronization 1s useful in treating
heart failure because, although not directly motropic, resyn-
chronization can result in a more coordinated contraction of
the ventricles with i1mproved pumping eificiency and
increased cardiac output. Currently, a most common form of
CRT applies stimulation pulses to both ventricles, either
simultaneously or separated by a specified biventricular ofl-
set interval, and after a specified atrio-ventricular delay inter-
val with respect to the detection of an intrinsic atrial contrac-
tion or delivery of an atrial pace.

It has also been demonstrated that electrostimulatory
pulses delivered to the heart during 1ts refractory period can
augment myocardial contractility. Applying contractility
augmenting stimulation to the ventricles can thus aid in the
treatment of heart failure. Such stimulation, sometimes
referred to as cardiac contractility modulation (CCM), can be
delivered during the refractory period after an intrinsic con-
traction and hence 1s non-excitatory. Presumably, such stimu-
lation 1ncreases myocardial contractility by increasing intra-
cellular calcium concentration and/or eliciting release of
neurotransmitters.

BRIEF DESCRIPTION OF THE DRAWINGS

FIG. 1 1llustrates the physical configuration of an exem-
plary pacing device.

FIG. 2 shows the components of an exemplary device.

FIG. 3 1s a block diagram of the electronic circuitry of an
exemplary device.

FI1G. 4 1llustrates a HOP mode.

FI1G. 5 1llustrates a HOP mode.

FIG. 6 illustrates an exemplary procedure for optimizing
HOP stimulation.

FIG. 7 illustrates an exemplary algorithm for controlling
entry and exit into the HOP mode.
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2
DETAILED DESCRIPTION

As noted above, CCM stimulation can be delivered 1n a
non-excitatory manner during the refractory period after an
intrinsic contraction. It has been found that such non-excita-
tory CCM stimulation enhances contractility in a generally
consistent manner such that contractility 1s enhanced for
every beat and 1s relatively insensitive to variations in stimu-
lation parameters such as stimulation pulse duration, and
stimulation timing. Contractility augmenting stimulation can
also be applied 1n an excitatory manner, however, referred to
herein as high-output pacing (HOP). In one form of HOP, the
stimulation 1s delivered in the same manner as conventional
pacing using a bradycardia pacing mode using stimulation
pulses with a higher stimulation energy. For example, a
stimulation pulse for high-output pacing may be a biphasic
(or multiphasic) waveform having a peak-to-peak voltage
amplitude of +or -5-8 volts and a pulse duration of 50-70
milliseconds. In another form of HOP, similar stimulation
pulses are delivered in the refractory period following a con-
ventional ventricular pacing pulse. Unlike as 1s the case for
non-excitatory CCM, 1t has been found that HOP 1s sensitive
to stimulation parameters such as the stimulation site, stimu-
lation pulse duration, and stimulation timing. Unless those
parameters are optimized, contractility enhancement by HOP
1s 1nconsistent from beat to beat. This disclosure describes
methods and devices for delivering HOP 1n which stimulation
parameters are optimized 1n accordance with a measured
hemodynamic response.

An exemplary device for delivering HOP stimulation may
be a device with the capabaility for also delivering bradycardia
pacing, CRT, cardioversion/defibrillation shocks, and/or neu-
ral stimulation. The device 1s equipped with multiple stimu-
lation electrodes that can be placed at diflerent sites in the
ventricle and/or atrium by means of unipolar or multipolar
leads. The stimulation electrodes are switchably connected to
pulse generation circuitry for delivering stimulation pulses to
selected stimulation sites. The HOP stimulation pulses can be
delivered from one or multiple stimulation electrodes, either
simultaneously or with timing offsets between them. In order
to optimize the stimulation parameters, the device 1s config-
ured to measure the hemodynamic response while the HOP 1s
delivered from single or multiple sites and to adjust the stimu-
lation parameters 1 a manner that results 1 the most
improvement. In order to measure hemodynamic response,
the device 1s equipped with the capability of measuring one or
more physiological variables that are reflective of myocardial
contractility. Examples of such variables include heart sound
amplitudes (e.g., the amplitude of the sound mitral valve
closure during systole), systolic blood pressure, or cardiac
stroke volume (e.g., as measured by a transthoracic imped-
ance sensor). The stimulation site or sites, the amplitude of
stimulation, the polarity (only positive, only negative, bipha-
s1c, unbalanced waveforms), the stimulation pulse duration,
the number of pulses and the timing of the stimulation pulses
may then be adjusted 1n order to maximally augment contrac-
tility. The stimulation parameter optimization procedure
involves delivering HOP with particular stimulation param-
cters and measuring the hemodynamic response as the stimu-
lation parameters are changed in some prescribed manner.
The stimulation parameter optimization procedure may be
performed at periodic intervals, upon command recerved via
telemetry, or 1n response to one or more measured parameters
that indicate the patient’s clinical status may have changed.
Examples of the latter could include the hemodynamic
response parameters used 1n the stimulation parameter opti-
mization procedure or other parameters such as heart rate,
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heart rate variability, or other measures of autonomic tone.
The device may be configured to deliver HOP either continu-
ously or intermittently. In the latter case, the device enters a
HOP mode according to specified entry and exit conditions
where the specified entry and exit conditions may be lapsed
time 1intervals, sensed parameter values, or combinations
thereof.

1. Exemplary Cardiac Device

FI1G. 1 shows an implantable cardiac pacing device 100 for
delivering pacing therapy including HOP. Implantable pacing
devices are typically placed subcutaneously or submuscu-
larly 1n a patient’s chest with leads threaded intravenously
into the heart to connect the device to electrodes disposed
within a heart chamber that are used for sensing and/or pacing,
of the chamber. Electrodes may also be positioned on the
epicardium by various means. A programmable electronic
controller causes the pacing pulses to be output in response to
lapsed time intervals and/or sensed electrical activity (i.e.,
intrinsic heart beats not as a result of a pacing pulse). The
device senses 1ntrinsic cardiac electrical activity through one
or more sensing channels, each of which incorporates one or
more of the electrodes. In order to excite myocardial tissue in
the absence of an intrinsic beat, pacing pulses with energy
above a certain threshold are delivered to one or more pacing
sites through one or more pacing channels, each of which
incorporates one or more of the electrodes. FIG. 1 shows the
exemplary device having two leads 200 and 300, each of
which 1s a multi-polar (1.e., multi-electrode) lead having elec-
trodes 201-203 and 301-303, respectively. The electrodes
201-203 are disposed 1n the right ventricle in order to stimu-
late or sense right ventricular or septal regions, while the
clectrodes 301-303 are disposed 1n the coronary sinus 1n order
to stimulate or sense regions of the left ventricle. Other
embodiments may use any number of electrodes 1n the form
of umipolar and/or multi-polar leads in order to sense or stimu-
late different myocardial sites. Once the device and leads are
implanted, the pacing and/or sensing channels of the device
may be configured with selected ones of the multiple elec-
trodes 1n order to selectively stimulate or sense a particular
myocardial site(s). As described below, the pacing channels
may be used to deliver conventional bradycardia pacing,
CRT, or HOP therapy.

FIG. 2 shows the components of the implantable device
100 1n more detail. The implantable device 100 includes a
hermetically sealed housing 130 that 1s placed subcutane-
ously or submuscularly 1n a patient’s chest. The housing 130
may be formed from a conductive metal, such as titanium, and
may serve as an electrode for delivering electrical stimulation
or sensing 1n a unipolar configuration. A header 140, which
may be formed of an msulating material, 1s mounted on the
housing 130 for recerving leads 200 and 300 which may be
then electrically connected to pulse generation circuitry and/
or sensing circuitry. Contained within the housing 130 is the
clectronic circuitry 132 for providing the functionality to the
device as described herein which may include a power supply,
sensing circuitry, pulse generation circuitry, a programmable
clectronic controller for controlling the operation of the
device, and a telemetry transceiver capable of communicating
with an external programmer or a remote monitoring device.

FIG. 3 shows a system diagram of the electronic circuitry
132. A battery 22 supplies power to the circuitry. The con-
troller 10 controls the overall operation of the device in accor-
dance with programmed 1nstructions and/or circuit configu-
rations. The controller may be 1mplemented as a
microprocessor-based controller and 1include a microproces-
sor and memory for data and program storage, implemented
with dedicated hardware components such as ASICs (e.g.,
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finite state machines), or implemented as a combination
thereof The controller also includes timing circuitry such as
external clocks for implementing timers used to measure
lapsed intervals and schedule events. As the term 1s used
herein, the programming of the controller refers to either code
executed by a microprocessor or to specific configurations of
hardware components for performing particular functions.
Interfaced to the controller are sensing circuitry 30 and pulse
generation circuitry 20 by which the controller interprets
sensing signals and controls the delivery of paces and/or HOP
stimulation pulses 1 accordance with a pacing mode. The
controller 1s capable of operating the device 1n a number of
programmed pacing modes which define how pulses are out-
put 1n response to sensed events and expiration of time inter-
vals. The controller also 1implements timers derived from
external clock signals 1n order to keep track of time and
implement real-time operations such as scheduled entry into
a HOP mode.

The sensing circuitry 30 receives atrial and/or ventricular
clectrogram signals from sensing electrodes and includes
sensing amplifiers, analog-to-digital converters for digitizing
sensing signal mputs from the sensing amplifiers, and regis-
ters that can be written to for adjusting the gain and threshold
values of the sensing amplifiers. The sensing circuitry of the
pacemaker detects a chamber sense, either an atrial sense or
ventricular sense, when an electrogram signal (1.e., a voltage
sensed by an electrode representing cardiac electrical activ-
ity) generated by a particular channel exceeds a specified
detection threshold. Pacing algorithms used 1n particular pac-
ing modes employ such senses to trigger or inhibit pacing,
and the mtrinsic atrial and/or ventricular rates can be detected
by measuring the time intervals between atrial and ventricular
senses, respectively. The pulse generation circuitry 20 deliv-
ers conventional pacing and/or HOP pulses to pacing elec-
trodes disposed in the heart and includes capacitive discharge
or current source pulse generators, registers for controlling
the pulse generators, and registers for adjusting parameters
such as pulse energy (e.g., pulse amplitude and width). The
pulse generation circuitry may also include a shocking pulse
generator for delivering a defibrillation/cardioversion shock
via a shock electrode upon detection of a tachyarrhythmaa.

A telemetry transceiver 80 1s interfaced to the controller
which enables the controller to communicate with an external
device such as an external programmer and/or a remote moni-
toring unit. An external programmer 1s a computerized device
with an associated display and 1input means that can interro-
gate the pacemaker and recetve stored data as well as directly
adjust the operating parameters of the pacemaker. The exter-
nal device may also be a remote monitoring unit that may be
interfaced to a patient management network enabling the
implantable device to transmit data and alarm messages to
clinical personnel over the network as well as be programmed
remotely. The network connection between the external
device and the patient management network may be imple-
mented by, for example, an iternet connection, over a phone
line, or via a cellular wireless link. A switch 24 1s also shown
as 1interfaced to the controller 1n this embodiment to allow the
patient to signal certain conditions or events to the implant-
able device. In different embodiments, the switch 24 may be
actuated magnetically, tactilely, or via telemetry such as by a
hand-held communicator. The controller may be pro-
grammed to use actuation of the switch 24 to as an entry
and/or exit condition for entering a HOP mode.

A pacing channel 1s made up of a pulse generator con-
nected to an electrode, while a sensing channel 1s made up of
a sense amplifier connected to an electrode. Shown 1n the
figure are electrodes 40, through 40, where N 1s some integer.
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The electrodes may be on the same or different leads and are
clectrically connected to a MOS switch matrix 70. The switch
matrix 70 1s controlled by the controller and 1s used to switch
selected electrodes to the input of a sense amplifier or to the
output of a pulse generator 1n order to configure a sensing or
pacing channel, respectively. The device may be equipped
with any number of pulse generators, amplifiers, and elec-
trodes that may be combined arbitrarily to form sensing or
pacing channels. The device 1s therefore capable of delivering,
single-site or multiple site ventricular pacing and/or HOP
stimulation. The switch matrix 70 also allows selected ones of
the available implanted electrodes to be incorporated 1nto
sensing and/or pacing channels 1n either unipolar or bipolar
configurations. A bipolar sensing or pacing configuration
refers to the sensing of a potential or output of a pacing pulse
between two closely spaced electrodes, where the two elec-
trodes are usually on the same lead (e.g., a ring and tip
clectrode of a bipolar lead or two selected electrodes of a
multi-polar lead). A unipolar sensing or pacing configuration
1s where the potential sensed or the pacing pulse output by an
clectrode 1s referenced to the conductive device housing or
another distant electrode.

The device may also include one or more physiological
sensing modalities 235 for use 1n controlling the pacing rate,
optimization of HOP stimulation parameters, and/or the 1ni-
tiation/cessation of the HOP mode. One such sensing modal-
ity 1s an accelerometer that enables the controller to detect
changes 1n the patient’s physical activity, detect patient pos-
ture (1.e., using a multi-axis accelerometer), and/or detect
heart sounds. A dedicated acoustic sensor that may be of
various types may also be used to detect heart sounds. An
impedance sensor may be configured with electrodes for
measuring minute ventilation for use in rate adaptive pacing,
and/or for measuring cardiac stroke volume or cardiac output.
The device may also include a pressure sensor that may be
used, for example, to measure pressure in the pulmonary
artery or elsewhere.

2. Optimization of HOP Stimulation Parameters

As described above, HOP therapy for augmenting myocar-
dial contractility requires optimization of stimulation param-
eters for consistent results. The controller of the implantable
pacing device may be programmed to perform an optimiza-
tion procedure to select optimal stimulation parameters for
delivering HOP. In such a procedure, the controller cycles
through selected sets of different stimulation parameters
while delivering HOP and measures the hemodynamic
response to each stimulation parameter set using one or more
of the device’s sensing modalities. One stimulation parameter
that may be included 1n the parameter set i1s the stimulation
site (or sites) to which HOP stimulation 1s delivered. The
device may be implanted with multiple leads and/or multipo-
lar leads that allow disposition of stimulation electrodes at a
plurality of different endocardial or epicardial sites. One site
that has been found to often be responsive 1s the anterior and
posterior AV groove at the level of the valve. The controller
utilizes the switch matrix to select different stimulation elec-
trodes for delivering HOP to different sites during the opti-
mization procedure. Other stimulation parameters that can be
included 1n a parameter set relate to the stimulation pulse
wavelorm and the timing for delivering the pulses. As noted
above, HOP can be delivered as high-energy excitatory pulses
in accordance with a bradycardia pacing mode, referred to
herein as Mode 2. The HOP stimulation pulse 1s of longer
duration than a conventional pacing pulse, and the duration of
the pulse PD 1s a parameter that affects the contractility
response. HOP can also be delivered during the refractory
period following a ventricular pace, referred to herein as
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Mode 1. The stimulation pulse waveiorm for Mode 1 may be
similar to that used for Mode 2, and the pulse duration PD
may be similarly adjusted for maximal contractility response.
Another stimulation parameter for Mode 1 1s the delay DLY
between the ventricular pacing pulse and the HOP stimula-
tion pulse delivered during the refractory period. FIGS. 4 and
5 1llustrate the timing of the stimulation pulses for Modes 1
and 2, respectively, as delivered 1n an atrial tracking mode 1n
relation to an ECG. FIG. 4 shows a HOP stimulation pulse of
duration PD that follows a ventricular pacing pulse V , by a
delay DLY. FI1G. 5 shows an excitatory HOP stimulation pulse
of duration PD. For both modes, the AV delay following an
atrial pace A (or an atrial sense) for delivering the ventricular
pacing pulse or the excitatory HOP pulse 1s another stimula-
tion parameter that may be optimized. Another parameter that
may be optimally adjusted for both modes 1s the type (e.g.,
number of phases, amplitude) of the HOP stimulation wave-
form.

FIG. 6 1llustrates an exemplary optimization procedure that
may be executed by the device controller. Such an optimiza-
tion procedure may be executed at periodic intervals, upon
command, 1n response to sensed parameters or events, or
whenever the HOP mode 1s entered 11 the HOP 1s delivered
intermittently. At step S1, a particular parameter set 1s
selected from a list of parameter sets to be tested, where the
parameter set may specity the HOP mode (e.g., Mode 1 or
Mode 2), the stimulation site or sites, the stimulation pulse
duration PD), the delay DLY 11 Mode 1 1s selected, and/or the
AV delay for delivering a ventricular pace or HOP stimulation
pulse 1n an atrial tracking pacing mode. At step S2, HOP 1s
delivered for a specified number of beats using the selected
parameter set while the hemodynamic response 1s concur-
rently monitored at step S3. As discussed earlier, 1n order to
measure the hemodynamic response, the device 1s equipped
with the capability of measuring one or more physiological
variables that are reflective of myocardial contractility.
Examples of such variables include heart sound amplitudes
(e.g., the amplitude of the sound mitral valve closure during
systole), systolic blood pressure, or cardiac stroke volume
(e.g., as measured by a transthoracic impedance sensor). At
step S4, hemodynamic response 1s evaluated (e.g., by com-
paring the physiological variables to specified threshold val-
ues over the specified number of beats), and the selected
parameter set and hemodynamic response 1s saved if the
hemodynamic response 1s deemed adequate. Adequacy of the
hemodynamic response may depend upon both the magni-
tude and the consistency of the hemodynamic response over
the specified number of beats. At step S5, the procedure loops
back to step S1 i1 there are still parameter sets 1n the list to be
tested. Otherwise, at step S6, it 1s determined whether any of
the parameter sets 1n the list have produced an adequate
hemodynamic response. If not, the controller discontinues (or
does not 1mitiate) HOP at step S7. Otherwise, the controller
delivers HOP using the saved parameter set that produces the
best hemodynamic response at step S8.

3. Delivery of Intermittent High-Output Pacing Stimulation

As described above, HOP stimulation of the heart can be
used to improve systolic function 1n HF patients by increasing
myocardial contractility. Chronic HOP stimulation of the
heart, however, could overstress the heart in certain HF
patients and be hazardous. Accordingly, in such patient, HOP
stimulation should be delivered on an intermittent basis. The
pacing device controller may be configured to deliver inter-
mittent HOP stimulation by switching from a normal operat-
ing mode to a HOP stimulation mode. In the normal operating
mode, the device may deliver no therapy at all or may be
configured to delivery therapies such as bradycardia pacing,
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cardiac resynchronization pacing, and/or shocks or anti-ta-
chycardia pacing in response to detection of tachyarrhyth-
mias.

The device may be configured to use one or more entry
and/or exit conditions 1n controlling entry and/or exit into the
HOP mode. An entry or exit condition could be, for example,
a lapsed time interval (e.g., specified time(s) of the day),
actuation of a switch by the patient (e.g., a magnetically or
tactilely actuated switch interfaced to the device controller), a
command received via telemetry, detection or non-detection
of a condition such as upright posture, or a measured variable
being within or out of a specified range. Examples of such
measured variables include heart rate, activity level, minute
ventilation, cardiac output, heart sounds, and blood pressure.
Entry and/or exit conditions may also be composite condi-
tions where a plurality of entry and/or exit conditions are
logically ORed or ANDed together to determine whether a
composite entry or entry condition 1s satisfied. FIG. 7 1llus-
trates an exemplary algorithm executable by the device con-
troller for controlling entry and exit into the HOP mode. As
shown 1n the figure, the controller of the device 1s pro-
grammed to transition through a number of different states,
designated as Al through A4. At state A1, the device operates
in 1ts normal operating mode. At state A2, while continuing to
operate 1n state Al, the device determines whether i1t should
switch to the HOP mode by testing for one or more particular
entry conditions. If an entry condition 1s satisfied, the device
switches to the HOP mode at step A3. Examples of entry
conditions that must be satisfied before the switch to the HOP
mode 1include a measured exertion level being within a speci-
fied entry range (where exertion level may be measured by,
¢.g., heart rate, activity level, or minute ventilation), non-
detection of cardiac arrhythmias, non-detection of cardiac
ischemia, receipt of a telemetry command, and actuation by
the patient of a magnetically or tactilely actuated switch
incorporated into the device that allows switching to the HOP
mode. While executing in the HOP mode, the device monitors
for one or more exit conditions which cause the device to
revert to the normal operating mode. Such exit conditions
could be the same or different from the entry conditions that

must be satisfied betore entering the HOP mode. Examples of

ex1t conditions include a measured exertion level being out-
side a specified permissible range, a measured heart rate
being outside a specified permissible range, presence of a
cardiac arrhythmia, presence of cardiac 1schemia, receipt of a
telemetry command, and actuation by the patient of a mag-
netically or tactilely actuated switch incorporated into the

device by the patient to stop delivery of HOP stimulation. If

an exit condition occurs, the device returns to the normal
operating mode at state Al.

The mvention has been described 1n conjunction with the
toregoing specific embodiments. It should be appreciated that
those embodiments may also be combined 1n any manner
considered to be advantageous. Also, many alternatives,
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variations, and modifications will be apparent to those of 55

ordinary skill in the art. Other such alternatives, variations,
and modifications are intended to fall within the scope of the
following appended claims.

What 1s claimed 1s:

1. A cardiac rhythm management device, comprising;

pulse generation circuitry for delivering electrical stimula-
tion to a myocardial site via a pacing channel;

sensing circuitry for sensing cardiac activity via a sensing
channel;

one or more sensors for measuring a physiological variable
related to myocardial contractility;
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a controller programmed to deliver conventional pacing or
high-output pacing (HOP) stimulation via the pacing
channel;

wherein the controller 1s further programmed to deliver the
HOP stimulation 1n a HOP mode as specified by a set of
one or more HOP stimulation parameters;

wherein the set of one or more HOP stimulation parameters
includes a parameter that specifies that the HOP stimu-
lation, 1n a first HOP mode, 1s a stimulation pulse deliv-
ered during a refractory period following a conventional
pacing pulse or, in a second HOP mode, 1s a pacing pulse
with energy higher than a conventional pacing pulse
delivered 1n accordance with a bradycardia pacing
mode; and,

wherein the controller 1s further programmed to optimize
the HOP stimulation by delivering the HOP using dii-
ferent parameter sets, evaluate the hemodynamic
response thereto as reflected by the one or more mea-
sured physiological vaniables, and select the parameter
set with the best hemodynamic response for delivering
HOP.

2. The device of claim 1 wherein the controller 1s pro-
grammed to evaluate the hemodynamic response by compar-
ing the one or more measured physiological variables to
specified threshold values.

3. The device of claim 2 wherein the controller 1s pro-
grammed to further evaluate the hemodynamic response for
consistency during a specified number of heart beats.

4. The device of claim 1 wherein the controller 1s pro-
grammed to either cease or not initiate delivery of HOP 11 the
hemodynamic response 1s not adequate for any of the param-
eter sets.

5. The device of claim 1 wherein the HOP 1s delivered 1n
Mode 2 as pacing pulses with a peak-to-peak amplitude
between 5 and 8 volts.

6. The device of claim 1 wherein the HOP 1s delivered in
Mode 2 as pacing pulses with a pulse duration between 50 and
70 milliseconds.

7. The device of claim 1 wherein the parameter set includes
one or more stimulation parameters selected from a param-
cter specilying the stimulation site or sites, a parameter speci-
tying the stimulation pulse amplitude, a parameter specitying
the stimulation pulse duration PD, a parameter specifying the
delay DLY for a HOP mode in which the stimulation pulse 1s
delivered during the refractory period following a ventricular
pace, a parameter speciiying the number of pulses in the HOP
wavelorm, and a parameter specifying the AV delay for deliv-
ering a ventricular pace or HOP stimulation pulse in an atrial
tracking pacing mode.

8. The device of claim 1 wherein the one or more measured
physiological variables are selected from a group that
includes heart sound amplitudes, systolic blood pressure, or
cardiac stroke volume.

9. The device of claim 1 wherein the controller 1s pro-
grammed to deliver HOP on a continuous basis.

10. The device of claim 1 wherein the controller 1s pro-
grammed to operate 1n either a normal mode or a HOP mode
and to deliver HOP on an intermittent basis by entering and
exiting the HOP mode 1n accordance with specified entry and
ex1t conditions.

11. A method, comprising:

delivering electrical stimulation to a myocardial site via a
pacing channel;

measuring a physiological variable related to myocardial
contractility;

delivering conventional pacing or high-output pacing
(HOP) stimulation via the pacing channel;
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delivering the HOP stimulation 1n a HOP mode as specified
by a set of one or more HOP stimulation parameters;

wherein the set of one or more HOP stimulation parameters
includes a parameter that specifies that the HOP stimu-
lation, 1n a first HOP mode, 1s a stimulation pulse deliv-
ered during a refractory period following a conventional
pacing pulse or, in a second HOP mode, 1s a pacing pulse
with energy higher than a conventional pacing pulse
delivered in accordance with a bradycardia pacing
mode; and,

optimizing the HOP stimulation by delivering the HOP

using different parameter sets, evaluating the hemody-
namic response thereto as reflected by the one or more
measured physiological variables, and selecting the
parameter set with the best hemodynamic response for
delivering HOP.

12. The method of claim 11 further comprising evaluating
the hemodynamic response by comparing the one or more
measured physiological variables to specified threshold val-
ues.

13. The method of claim 12 further comprising further
evaluating the hemodynamic response for consistency during
a specified number of heart beats.

14. The method of claim 11 further comprising either ceas-
ing or not imitiating delivery of HOP 1f the hemodynamic
response 1s not adequate for any of the parameter sets.

15. The method of claim 11 wherein the HOP 1s delivered
in Mode 2 as pacing pulses with a peak-to-peak amplitude
between 5 and 8 volts.
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16. The method of claim 11 wherein the HOP 1s delivered
in Mode 2 as pacing pulses with a pulse duration between 50
and 70 milliseconds.

17. The method of claim 11 wherein the parameter set
includes one or more stimulation parameters selected from a
parameter specitying the stimulation site or sites, a parameter
specilying the stimulation pulse amplitude, a parameter
specifying the stimulation pulse duration PD, a parameter

speciiying the delay DLY for a HOP mode in which the

stimulation pulse 1s delivered during the refractory period
following a ventricular pace, a parameter specifying the num-
ber of pulses 1n the HOP wavetorm, and a parameter speci-
tying the AV delay for delivering a ventricular pace or HOP
stimulation pulse 1n an atrial tracking pacing mode.

18. The method of claam 11 wherein the one or more
measured physiological variables are selected from a group
that includes heart sound amplitudes, systolic blood pressure,
or cardiac stroke volume.

19. The method of claim 11 further comprising delivering
HOP on a continuous basis.

20. The method of claim 11 further comprising operating in
either a normal mode or a HOP mode and to deliver HOP on
an intermittent basis by entering and exiting the HOP mode 1n
accordance with specified entry and exit conditions.
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